NAC Farm 433 U.3. NUCLEAR AEGULATORY COMMISSION Aooroves by GAQ

locrm 31 REGISTRATION CERTIFICATE—IN VITRO TESTING ECLUT
WITH BYPROOUCT MATERIAL UNOER GENERAL LICENSZ

31.11 of 10 CFR 31 esrablishes 3 general licenss suthorizing physicians, dinhlhbon'wfiu.mdhogimm

\_/ e cerizie tmahl qanities of byproduct mauial o i it clinical of Labaratory s ot involving the il ox
external sdmimistration of the byproduct material o the radisdon there{rom to human beings of animals. Pormrsios of
byproduct material under 10 CFR 31.11 is not authorizsd until the physician, clinical laboratory, or hospital has filed
NRC Form 433 and recxived from the Commission 2 validated copy of NRC Form 433 with registration number.

]

’ ®
Delaware Public Health Laboratory . .
30 Sunnyside Road 3. | hersby apply for 3 registration number pursuant to
P.O. Box 1047 : ' §31.11, 10 CFR 31 for um of byproduct matenals for
s DE 19977-1047 o e o e pbyiician suthorized 10 di
myIna, O 1. Myseif, 3 duly icensed physician authorized to dispenss
- ' drugs in the practics of medicine. . .
' b. The above-namaed clinical laboratory
- : O e The above-named hospital. Y
4. To be compisted by tha Nuclesr Regulatory Commission.
INSTRUCTIONS

Registation number: 1 (300
D)
EGULASGORY COMMISSION

1. Submit this form in uipﬁ-dm to:
Offlcs of Nuciesr Matsrial Safsty and Safeguards = .
ATTN: Radioisotopes Licansing Branch
AT R i FOR THE U.S. NUCLERR R
Washington, D.C. 20553

2. Pleasa print or type the name and address (includ-
ing zip cods) of the registrant physician, clinical ?
Carplyn Boyle

“’huoﬁ

STAY,
Riag

S

laboratory, or hospital for whom or for which i ) ”'*“‘N b ’3 ‘99
- November 23, 1992

this registration form is flled. Position the first

latter of the address below the left dat and do (If this iz ax iniria registration, leave this spece blank — number 10de
not sxtend the 1ddress beyond the right dot. (At astipred by NRC. If this is & change of Informarion from & previously °
NRC, a registration number will be assigned and registered gynerel licenses, inciude your registration number.)

a validated copy of NRC Form 433 will be re-
\/ turned.)

5. If placs of usa is different {rom address in {tem 1, please give compiste address: -

Same

6. Certification:
[ hersby certify that:
1. All information in this registradon certificats is true and complats.

b. The registrant has appropriats radiation measuring inummm; to carry out the tests for which byproduct material will be used under the
general licensa of 10.6FR 31.11. The tes wiil be performed only by personns!l compatent in the use of the instruments and in the

-

handling of the byproduct materiais.

¢. [ undsrstand that Committion regulations tequirs that any changs in the information fumished by 2 registrant on this registration
certificate be reported 1o the Director of Nuclear Material Safety and Safeguards within 30 days from the efTective date of such changs.

d. I have read and understand the provisions of Section 31.11 of NRC regulations 10 CFR 31 (reprintsd on the reverss side of this form);
and [ understand that the registrant is tequired to comply with those provisians as to all byproduct materisl which he receives, acquiress.
possasses, uses, or trans{ersunder the general license for which this Registration Certificats is filed with the Nuclear Regulatory Commission.

U ol qn mqﬁa_iw——g V="
/ 1 \ Signaturs of person filing form

Mahadeo P. Veruia, Ph.D., M.P.H., Director of Laboratories
Printsd name and titis oz positica of person (iling form

N

WARNING=-18 US.C.. Section 1001; Act of June 25, 1948; 82 Stat. 749; makss it a criminal otfense ro make 3 wilifylly falee statemnent cf
repremntton 0 any deparaTent or 1gency of the Unitd State as to 4y Matler within it jurisdiction,




. CONDITIONS AND LIMITATIONS OF GENZRAL LICINSE 10 CZR 31.11

.11 Gaeneral liczase {of use of byproduct
gitlmrammammaum

tory (ssung.

2) A pasral Ucenae is hereby issusd to
my( p)hyddan. clinical laboratory ot hosprtal

10 recaive, acquire, pomess, transfer, of use, for.

any of the followng stated tests, in accordance
with the provisions of paragraphs (b), (e).(d),
(e), and (f) of this section, the [ollowing by-
product materals in prepackaged units:

(1) lodine-12S, in umts not exceeding 10
microcuries each for uss it in vitro clinical or
laboratory tests not involving internal or ex-
ternal administraton of byproduct material,
or the radiation therefrom, to human beings

or animals. .

(2) lodina-131, in units not exceeding 10
microcuries each for use in in vitro clinical of
laboratory tests not involving internal or ex-
ternal administration of byproduct matsrial, of
the radiaticn therefrom, to human beings or
animals. ‘

(3) Carbon-i4, in units not exceeding 10
microcuriss each for use in in vitro clinical or
laboratory tasts not invoiving intsrnal or exter-
nal administradon of byproduct material, or
the radiation thersfrom, (0 human beings or
animais,

(4) Hydrogen 3 (tritium), in units not ex-
ceeding 50 microcuries each for use in in vitro
clinical or laboratory tests not involwng mtar-
nal or external administravon of byproduct
material, ot the radiation therefrom, 10 humaa

bcm?oummzu.
(5) lron $3, in units not exceeding 20

microcuries each {or use ia in vitro clinicat or.

ladoratory tests not involring intsmal or ex-
ternal administration of byproduct material,
or the radistion therefrom, to human beings,
or

(5) No person shall receive, acquire, pos
sess, use or transfer byproduct matenal pur-
suant to the general licanse established by
paragraph (2) of this sectien untl he has filed
NRC Form 433, “Registration Certificate—-in
Vitro Testing with Byproduct Matenal Under
General Licenss,” with the Officz of Nuclear
Matenial Safety and Safeguards, U.S. Nuclear

R tory Commistion, Wathingt
20558, and recsived from the Commiszzion &
validated cog:cf NRC Form 443 with regis-
tradon aum i or until he has been
wuthorized pursuant to § 38.14(c) of this chap-
ter tousa b uct materizl under the peneral
license in this §31.11. The rerémn: shall
furnisth on NRC Form 483 the foliowing infor-
mauon and such other information 13 may be
requured by that form:

(1) Name and 1ddress of the registrant;

(2) The location of use; and

(3) A statsment that the registrant has ap=
propriats radiation measunng inswumsents (o
carry out in vitro clinical or laboratory tests
with byproduct matsrials as autharized undar
the general lcense in parsgraph (1) of this
section, and that such tests will be performed
only by personnel competsnt in the use of
such instruments ind in the handling of tha
byproduct materiais. -

(¢) A person wha receives, acquires. pos
sesigs or uses bypruduct materal pursuant to
the general licensa sstablished by parzgraph (3)
of this section shail comply with tha following:

(1) The general licensss shiil not possess
at any one Qma, pursuant to the general licanse
in paragraph (a) of this secuon, it any one
location of storage or use, a total*amount of
jodine 125, iodine 131, and/or iron 59 in ex-
cess of 200 microcuries.

(2) The general licenses shall stors the dy-
product matsnal, unul used, in the orgimal
shipping container or in a conniner pronding
equvalent radiztion protecron, ’

(3) The general licenass shail um the by~

uct matsrial oaly for the uses authorized
y paragraph () of this secton.

(4) The genery licensee shail not transfer
the byproduct materisl except by ranser to a
person authorizad to recsive it by a licsase
pursuant to this chapter or {rom an Agreement
Stats.! nor transgfer the dyproduct material in
any manner other than in the unopened,
labeled shipping container a3 recsived {rom the
supplier. .

{d) The general licensee shall not receive,
icquire, possess, or use byproduct matenal
pursuant ta paragraph (2) of this section:

(1) Except as prepackaged units whi
labeled in sccordance with the provisior.
Heanse issued undsr the provision,—.
32.71 of this chapter or in accardancs with
provizions of 3 specificlicanse 1ssued Byan
Agreement Stats that authorizes manufacrure
and dismmbution of iodine-125, icdine-131,
carbon-14, hydrogpen-3 (tridum), ot von-59
for distribution to persons generidly licansed
by the ment State.

(2) Unless the (ollowing statement, or 2
substantially similar statement which containg
the informadon called for in the [olowing
statsment, 1ppears on 2 label affixed to each
gnpxcn;cd uhit or ippeurs in a luﬂes oc

tochure which accompanies the package:

This radioactive matenial may be received,
acquired, possessed, ind used only by physe
ciany, clinical laboratoriss or hospitals and only
for in vitro clinical or laboratory tests not
involving intarnal or external admmstration of
the matsrial, or the radistion therefrom. to ;
Ruman beings or znimals. [ts recsipt, acquisi~
tion, poisesxion, uss, and transfer are subject
ta the regulations and & gensral license of the
U. S. Nuclear Regulatory Commission ot of 2
State with which the Cammission his entered
into 1n 2greement for the exerciss of regula-
tory authoerity,

---------------- 400 ecc st nnaa

Name of manulactuger

(¢) The registrant pcsum'ng‘ or usicg by-
product matsrials under the generad licmas of
paragraph (2) of this section shall report in

writing ta the Director of Nuciear Material
Safety and Saf any changes in the in-
formation fumi by him m the “R-

tion Cartficatas—[n Vitro Testing w
uct Materizl Under Generat License 4
arm 483, The report shall be furnished WiEh-
in. 30 days after the effectve date of much
chx.n‘;)'.’ )

() Any person using byproduct materai
pursuant to the general licanse of paragraph(a)
of this sectiont i3 exempt {rom the requue-
mants of Parts 19 and 20 of this chapter with
respect to by product mat covered by that

general licensa.

NOTES

' A State to which certain regulatory authority over radioactive material has been transferred by formal agreement, pursuant.to section 274 of

the Atomic Energy Act of 1954, 1s amended.

* Material gonerally licensed under this section prior to January 19, 1975 may bear labeis authorized by the regulations in effect on January L. |

1975, - - "

-

] B
) A new triplicats sst-of this Registration Certificate, NRC Form 483, may be usad to report

a3 required by 331.11(e).
larger quantzities or other {orms of

and registradon forms may be obtained from the United States Nuclezr

- A

any changs of information fumnished by a requstrant ‘

material than those specifled in the general icense of 10 CFR 31.11 are required. an “Apphi-
catiom for Byproduct Matedal License,” NRC Form 313, should be {lled to obtxin 1 specifle byproduct material license. Copies of applicanon

isotopes Licensing Branch, Dtrisioa of Fuel Cycis and Material Safety.

Pursuant fo 5 U.S.C. 522a{eX3), enactad intg law by section 3 of the Privacy A

PRIVACY ACT STATEMENT

Regulatory Commission, Washington, D.C. 20555, Attznoon: Radio-

ct of 1974 (Public Law 93-579), the following statement is fur-

nished to individuais who supply information to the Nuclear Regulatory Commission on Forms NRC-482 and NRC-483. This informagon s

maintained in 2 systam of records designated a3 NRC-J and described at 4

0 Federal Register 45334 (October 1, 1975). 7

I. AUTHORITY Sections 81 aad 161(9) of the Atomic Energy Act of 1954, 23 amended (42 U.S.C. 2111 and 2201(b)).

2. PRINCIPAL PURPOSE(S) The information is evaluated by the NRC staff pursuant to criteria sat forth in 10 CFR Parts 20.36 to deterrmnie
whaether the applicacdion conforms to the requurements of the Atomic Energy Act of 1954, 1s amended, and the reguiations of the NRC, for the
ismuancs of 2 registradon ceruficate authoruzing the use of byproduct matenal for medical use or in o testing. »

3. ROUTINE USES The information may be used: {2) ta provide records to State heaith departments for their information and use: ap” to
provids information to Fedsral, State, and local heaith officials and other persons in the event of incident or expasure for purpose t

information, investigation, and protection of the public health and afery.
Stats, of local agencies in the svent the information wndicates a violation or potea

The informaucn may iso be disclosad to appropruate.
tial viclatioa of law and in the courss of an adminstraw-—«90

udichal proceeding. [n 1dditian, this information may be tranxerred to an a2ppropriats Federal, Stats, or local 1gency to the extent relevant

J
1nd pecesmary for an NRC decixion or to an appropriate

Fedaral agency to the sxtent reisvint and necesary for that agency’s decision about you.

4. WHETHER DISCLOSURE 1S MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVIDING INFORMATION |
Ctsciosure of the requestsd mformadon is voluntary. If the requasted information it not furnished, howwver, the registration ceruficats, ot

unsadment thereo(, will not be



